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SUBJECT: FDA ADVISORY-DEFECTIVE SURGICAL INSTRUMENT 

1. FDA ADVISES THAT THE ACMI POLYP RETRIEVER, ALSO REFERRED TO AS 
POLYGRASPER, A 4 PRONG GRASPING SURGICAL INSTRUMENT MANUFACTURED 
BY THE AMERICAN CYSTOSCOPE MAKERS, INC, 8 PELHAM PKWY., PELHAM 
MANOR, N.Y. 10803 - CATALOGUE NO. 9112, DISTRIBUTED BETWEEN 
SEPTEMBER 28, 1973 AND JANUARY 17, 1974 MAY BE DEFECTIVE. THE 
PURPOSE OF THIS INSTRUMENT IS TO RETRIEVE AN EXCISED POLYP FROM 

THE COLON AND TO ALLOW SIMULTANEOUS WITHDRAWAL OF THE POLYP WITH 
A COLOSCOPE UNDER DIRECT VISUAL CONTROL OF A PHYSICIAN. THE DEFECT 
NOTED IS THAT THE SOLDER JOINT AT THE DISTAL END BETWEEN THE 
FLEXIBLE END SECTIONS COMES APART AND PERMITS THE 4 PRONGED GRASPER 
TO FALL IN THE PATIENT’S COLON. 

2. ACCORDING TO THE FIRM, NONE OF THE RECALLED UNITS REMAINS 

ON THE MARKET. POSTS ARE REQUESTED TO CHECK FOREIGN CONSIGNEES 
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TO DETERMINE IF POSSIBLE DEFECTIVE UNITS HAVE BEEN REPLACED. 
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3. FOREIGN CONSIGNEES AS FOLLOWS: 

(1) WAPPLER INTERNATIONAL, TAUNUSSTRASSE 38, 8 MUCHEN 13, WEST 
GERMANY 

(2) DANIELI, A.G., 8123 EBMATINGER, GEWERBEYENTRUM. SCHWEIZ, 
SWITZERLAND 

(3) DR. ENRIQUE MOLINA, CLINICA FALCON, CALLE (EDO ZULLIA) 85-08, 
MARACAIBO, VENEZUELA. 

(4) WAPPLER ENDOSCOPY LTD. 22 PARK AVE., CROYDON, SURREY OYH, 
UNITED KINGDOM. 
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